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DETAILED ACTION 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 10-11, 13-14, 18, 28-29, 31-32 and 36 are rejected under 35 U.S.C. 
103(a) as being unpatentable over Priest U.S. patent No, 5,789,175 in view of Esch et 
al., U.S. patent No. 4,205,043. 

Priest teaches a method and apparatus for monitoring the progress of a vapor 
hydrogen peroxide sterilization process. The sealed enclosure containing articles to be 
treated, includes means for intermittently exposing an annular chemical indicator strip to 
the interior atmosphere of the enclosure and thereafter inspecting the strip for color 
changes indicative of the presence and concentration of hydrogen peroxide. The strip 
in stepwise advanced upon each exposure. The strip carrying the indicator chemistry 
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can be either paper or a polymer. See column 3, lines 64-68, column 4, lines 33-68, 
and column 5, lines 1-12. 

Esch et al., teaches the known and expected use of an indicator assembly 
having a plurality of indicator discs located thereon each responsive to a different 
exposure time and concentration of the agent being monitored. This construction allows 
for an inexpensive, yet easily read indicator providing a profile of activity of the agent 
being monitored. See column 3, lines 5-65. 

It would have been obvious to one of ordinary skill in the art to employ an 
indicator assembly as taught in Esh et al., in the system of Priest because it would 
provide an inexpensive, yet accurate means of tracking the concentration and exposure 
time of the sterilization process in a staged, profiled manner. 

Claims 1 0-1 1 , 1 3-1 4, 1 6, 28-29, 31 -32, 34 and 36 are rejected under 35 U.S.C. • 
1 03(a) as being unpatentable over Wu U.S. patent No. 6,087,089 in view of Esch et al., 
U.S. patent No. 4,205,043. 

Wu teaches measurement of peroxide concentrations in a sterilization field using 
a chemical indicator strip. The strip can be formed with either paper or a polymer and 
carries an indicating composition that changes color upon exposure to a sterilant such 
as hydrogen peroxide. The indicating chemistry taught in Wu includes iodides, 
thiosulfates and starches. 

Esch et al., is applied as set forth above. 

It would have been obvious to one of ordinary skill in the art to employ the plural 
indicator configuration as set forth in Esch et al.,to in the sterilization system of Wu 



Application/Control Number: 10/624,770 Page 4 

Art Unit: 1744 

because it would provide an inexpensive, yet accurate means of tracking the 
concentration and exposure time of the sterilization process in a staged, profiled 
manner. 

Claims 12,15, 30 and 33 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Wu and Esch et al., as applied to claims 10-11, 13-14, 16, 28-29, 31- 
32, 34 and 36 above, and further in view of either Thornton et al., U.S. patent No. 
5,770,150 or Kirckof U.S. patent No. 6,488,890 B1. 

Both Thornton et al., and Kirckof teach the conventionality of the use of an 
iodide, thiosulfate and starch in the chemistry for indicating the presence of hydrogen 
peroxide. It would have been well within the purview of one of ordinary skill in the art to 
utilize a conventionally recognized indicating composition such as one including an 
iodide, thiosulfate and starch as taught in both Thornton et al., and Kirckof, because it 
would provide known reactive color changes indicative of the presence of hydrogen 
peroxide. 

Response to Arguments 

Applicant's arguments filed 5/12/2006 have been fully considered but they are 
not persuasive. 

Applicant argues that Esch et al., is not analogous art to those references 
teaching sterilization indicators, however, the Examiner would disagree and maintain 
that all of the indicators of the applied prior art are indicative of harsh environments, and 
indicative of the presence, exposure time and concentration of chemicals. All of the 
applied references teach chemical indicator strips. In fact, the Examiner would point out 
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that Table 1 of Esch et al., found in column 3, clearly cited well known sterilants as 
chemicals capable of being monitored by the indicator, namely, chlorine dioxide, 
chlorine and ethylene oxide. The Examiner would further note that Wu clearly equates 
the sterilants of chlorine and peroxide. Thus the requirements of prima facia, are clearly 
and properly met in the rejections above. 

Applicant further requests clarification of the part that Moses et al., provides in 
the rejection of the instant claims. The Examiner has withdrawn the recitation of Moses 
et al., from the rejection as it is no longer pertinent and was inadvertently included in the 
last rejection. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Krisanne Jastrzab whose telephone number is 571 -272- 
1279. The examiner can normally be reached on Mon.-Thurs. 6:00am-4:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gladys Corcoran can be reached on 571-272-1214. The fax phone number 
for the organization where this application or proceeding is assigned is 571 -273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-91 99 (IN USA OR CANADA) or 571 -272-1 000. 
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